Pictorial Health Warning Labels
The inclusion of textual HWLs on the side of cigarette packs to warn consumers of the health risks associated with smoking began in the U.S. in 1965 [10] . The content and format of these warning labels was last revised in 1984 [11] . Evidence shows that these warnings are unnoticed by consumers and they have failed to convey relevant information in an effective way. According to the Institute of Medicine, "the current warnings are inadequate even when measured against an informed choice standard, but they are woefully deficient when evaluated in terms of proper public health criteria" [12] . The tobacco companies do not challenge the factual accuracy of the text statements proposed for the new HWLs [7] , nor could they reasonably do so, given the scientific consensus that tobacco products are dangerous and a leading cause of many diseases. The main legal challenges in this case revolve around the graphic images selected by the FDA to accompany the factually accurate text statements.
In determining the legal framework against which to judge the tobacco industry's case, the U.S. Court of Appeals had to assess whether the pictorial HWLs that the FDA selected were "reasonably related to the State's interest in preventing deception of consumers" [13] . Because the FDA did not design the pictorial HWLs to correct specific deceptive claims by the industry about their products, the appeals court viewed the FDA's recommended HWLs as going beyond this goal and agreed with the tobacco industry contention that the HWLs aimed to discourage consumers from buying the company's products. This narrow interpretation of the FDA's role in correcting deceptive claims did not consider the long history of systematic tobacco industry campaigns to deceive consumers and regulators about the harms of tobacco and to enhance the addictiveness of their products [14, 15] . In 2012, the U.S. District Court for the District of Columbia upheld charges against the industry using the Racketeer Influenced and Corrupt Organizations (RICO) Act for proven "misstatements and acts of concealment and deception...made intentionally and deliberately...as part of a multi-faceted, sophisticated scheme to defraud" [16] . The government's interest in implementing pictorial HWLs should be examined against this broad backdrop and long history of industry deceit.
Indeed, the dissenting opinion of the appeals court highlights the implications of this deceit by citing studies done between 2000 and 2007, which found that many current and potential smokers were not adequately informed about the range and magnitude of tobacco-related risks or about the addictive nature of tobacco use. In one survey, for example, 28 percent of smokers and 18 percent of non-smokers were not aware that smoking shortens one's life [17] , and a high proportion of consumers had inaccurate assessments of the fatality of smoking compared with other risks to which they were exposed, such as car accidents [17, 18] . Moreover, smokers generally did not fully understand the implications of tobacco addiction for quitting and underestimated their risk relative to other smokers and to nonsmokers [19] .
This tendency to underestimate risks appears particularly pronounced in adolescents, who have been shown to express unrealistic optimism about their ability to quit smoking after they start smoking [18] [19] [20] . For example, only 3 percent of twelfthgrade daily smokers reported that they would still be smoking in 5 years, but 63 percent were daily smokers 7 to 9 years later [21] . The addictiveness of tobacco is clear when one considers that 40 percent of smokers try to quit in any particular year, and only 5 percent succeed [18] . Misperceptions of the addictiveness of smoking and its harms are particularly tragic given that smoking remains the leading cause of preventable death in the US, causing smokers to die 10 years earlier than nonsmokers [22] . HWLs are a cheap means of delivering important health information on the addictiveness and dangers of smoking to consumers and potential consumers.
The appeals court ruling did not view HWLs as a corrective to tobacco industry fraud, and therefore concluded that the FDA's intent was to "encourage current smokers to quit and dissuade other consumers from ever buying cigarettes" [23] . They highlighted the lack of scientific evidence for a substantial impact of pictorial HWLs on smoking prevalence. Indeed, scientific study of pictorial HWL policy effects is complicated by the simultaneous implementation of pictorial HWLs with other tobacco control measures, all of which could help explain subsequent declines in consumption. Existing evidence for the population impact of pictorial HWLs on consumption suggests a relatively small effect size, but it is in the direction that favors public health [24] . Relatively small behavioral effects are not unexpected from interventions like this, but their impact can be signifıcant because of their broad reach, regularly exposing all smokers.
The appeals court indicated that the broader goal of reducing smoking supersedes the FDA's stated "primary goal, which is to effectively convey the negative health consequences of smoking on cigarette packages and in advertisements" [25] . Hence, the appeals court did not seriously consider consumer misperceptions of smokingrelated risks, the tobacco industry's role in perpetuating these misperceptions, or the evidence showing how pictorial HWLs can increase consumer knowledge of smoking risks. Indeed, HWLs are a prominent source of health information for smokers and nonsmokers; they can increase health knowledge and perceptions of risk and can promote smoking cessation [26, 27] . Larger, more prominent warnings are more effective than smaller warnings, and warnings that contain pictures that illustrate the consequences of smoking are more likely than warnings with only text to capture the attention of consumers, to produce greater processing of the information, and to be remembered [27] . Moreover, graphic HWLs that elicit strong emotional reactions have been found to be more effective than more symbolic or abstract representations of risk [28] [29] [30] . It is the FDA's goal to adopt HWLs that are most likely to promote changes in knowledge, attitudes, and behaviors, and the evidence suggests that large graphic HWLs work best.
Tobacco industry arguments against pictorial HWL content also hinged on whether the images were considered "purely factual and uncontroversial" [6, 7] . The industry argument about the need for more factual HWLs is grounded in their concern that the FDA analyzed consumers' emotional responses to HWLs in order to select the most effective pictorial content [6, 7] . This allegation that the emotive quality of the images conflicts with the purpose of communicating facts is particularly hypocritical coming from an industry that has been at the forefront of using emotive, image-based advertising to persuade people to consume its products. Persuasive messages that effectively change beliefs, attitudes, and behaviors often involve arousing negative emotions [31, 32] , and the most effective tobacco control campaigns employ this strategy [33, 34] . Although some of the graphic images the FDA selected may evoke emotional reactions, it is undisputed that smoking can cause the health consequences these images depict (see figure 1) . The emotive quality of the selected images does not necessarily undermine the HWLs' factual accuracy, but in selecting the next round of HWL imagery, the FDA will most likely need to strengthen arguments about the linkage between images and the text messages that they illustrate. 
Information that Facilitates Smoking Cessation Efforts
One area of concern for the selection pictorial HWL content in the U.S. involves the inclusion of a toll-free phone number where smokers who want to quit can find help (i.e., "quitline"). Both the majority and dissenting opinions in the U.S. Court of Appeals highlighted how the inclusion of this "1-800-QUIT-NOW" quitline on pictorial HWLs went beyond the FDA's mandate to disclose factual information about the health consequences of smoking. In other countries, pictorial HWLs that include such content have raised awareness about quitlines [36, 37] and increased the volume of calls they receive [38] [39] [40] [41] . Indeed, pictorial HWLs that increase awareness of smoking-related dangers without providing behavioral recommendations or information to help with quitting violate basic principles of public health communication [42] while raising ethical concerns.
As public health communications, HWLs should provide members of the population with reasonable opportunities to pursue the behavior change needed to avoid the negative outcome [32] . Providing information on the addictiveness of tobacco and the harmfulness of smoking unaccompanied by cessation assistance information assumes that consumers have a free choice and personal responsibility to stop or avoid smoking or to pursue information on smoking cessation programs. However, nicotine addiction makes cessation extremely difficult, and when combined with the lack of knowledge about or access to cessation programs, smokers may blame themselves or their "weak" character for not quitting.
A further ethical concern associated with justice could be raised [32] , inasmuch as socioeconomically disadvantaged populations, which have the highest rates of smoking, may have the least access to cessation programs [43] . Providing disadvantaged populations with information on free quitline services is crucial to advance the FDA's interest in reducing smoking rates. If the inclusion of quitline information on cigarette package HWLs is considered beyond the FDA mandate, then alternative means of providing smokers with this information should be considered. In Canada, for example, all packs contain either "onserts" or leaflets that include quitline information and smoking cessation advice (see figure 2) . 
Conclusion
In its April 2013 decision, the U.S. Supreme Court cleared the way for the FDA to propose a new set of pictorial HWLs for inclusion on cigarette packages [9] . In so doing, it has implicitly signaled its recognition of the FDA's mandate to inform consumers about the risks of tobacco products, and there is ample evidence to favor the efficacy of pictorial HWLs for achieving this goal. This policy measure is necessary to combat a long history of tobacco industry deceit about the magnitude and range of tobacco-related harms. Existing scientific evidence suggests that HWLs that graphically illustrate the harms of smoking should be considered for implementation in order to effectively inform consumers and would-be consumers about these risks.
